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| Darman vasitesinin istifadasi tizre telimat (xastaler tgln)

| Klavera™ BID Forte daxile gebul ticlin suspenziya hazirlamag tgiin toz
Clavera” BID Forte

Beynalxalq patentlagdirilmamis adi: Amoxicilline/Clavulanic acid
| Tarkibi
Tasiredici madda: 5 ml (1 dolu 6lgti gasigi) suspenziyanin terkibinde 400 mq amoksisillin (amoksisillin trihidrat seklinds), 57 mq
| klavulan tursusu (kalium klavulanat seklinds) vardir
| K6makgi maddalar: silisium dioksid, ksantan gatrani, hidroksipropilmetilselltiloza, kolloidal silisium dioksid, natrium saxarin,
metilparaben, kahraba tursusu, "qizil serbat" aromatizatoru, portagal aromatizatoru.
Tosviri
I Hall edildikde ag rengdan krem-agd renga gadar, homogen, aromatize olunmus suspenziya.
| Farmakoterapevtik qrupu
Genis tasir spektrine malik penisillin grupu antibiotiki (amoksisillin) ilo beta-laktamazanin inhibitorundan (klavulan tursusu)
| ibarat olan kombinaolunmus preparat.
ATC kodu: JO1CR02
| Farmakoloji xlisusiyyatlari
| Amoksisillin, bir gox grammusbat ve grammanfi mikroorganizmlara qarsi genis bakterisid tesir spektrine malik yarimsintetik
antibiotikdir. Amoksisillin beta-laktamazalar tersfinden dagiimaga maruz qalir ve buna gére da bu fermentleri hasil edan
| mikroorganizmlers qarsi fealliq géstermir. Klavulan tursusu qurulusca penisillinlare banzer olaraq, adsten penisillin va
sefalosporinlere rezistent mikroorganizmler terefinden hasil edilon fermentler — beta-laktamazalarin genis spektrini
| inaktivlesmays malikdir. Klavulan tursusu gazanilmis derman rezistentliyi ile alagali kliniki shamiyyatli beta-laktamazalara qarsi
xUsusils aktivdir.
| Tarkibinda eyni zamanda amoksisillin ve klavulan tursusunun mévcudlugu amoksisillini dagidan ve yararsiz hala gatiran beta-
laktamaza hasil eden mikroorganizmlarle térenan infeksiyalara garsi preparatin fealligini tamin edir. Belaliklo, genis
| antibakterial tesir spektrine malik amoksisillinin tesir spektri daha da geniglenir (amoksisilline, diger penisillinlere ve
sefalosporinlere davamli olan bir gox bakteriyalara gars! tesiri daxil olmagqla). Buna gére de Klavera” BID Forte genis tesir
I spektrina malik antibiotik ve beta-laktamaza inhibitoru xtsusiyyatlerina malikdir.
Farmakodinamikasi
I Adatan hassas ndvler: Aerob qrammusbat mikroorqanizmler: Bacillus anthracis, Enterococcus faecalis, Listeria
| monocytogenes, Nocardia asteroides, Staphylococcus aureus (metisilline hessas)*, Streptococcus agalactiae®,
Streptococcus pyogenes* ve diger beta-hemolitik streptokokklar*®, Streptococcus viridans qrupu, Staphylococcus
| saprophyticus (metisilline hesssas); Aerob grammenfi mikroorqanizmler: Bordetella pertussis, Haemophilus influenzae’,
Haemophilus parainfluenzae, Helicobacter pylori, Moraxella catarrhalis*, Neisseria gonorrhoeae, Pasteurella multocida, Vibrio
| cholera; Digar mikroorganizmlar: Borrelia burgdorferi, Leptospira ictterohaemorrhagiae, Treponema pallidum; Anaerob
grammiisbat mikroorganizmlar: Clostridium spp., Peptococcus niger, Peptostreptococcus magnus, Peptostreptococcus
I micros, Peptostreptococcus spp.; Anaerob qrammanfi mikroorqanizmler: Bacterodies fragilis, Bacteroides spp.,
| Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium spp., Porphyromonas spp., Prevotella
spp.. Qazanilmis rezistenlik kimi problemi ola bilen névler: Aerob grammenfi mikroorqanizmler: Escherichia coli*, Klebsiella
oxytoca, Klebsiella pneumoniae*, Klebsiealla spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella
|
spp.; Aerob grammiisbet mikroorganizmler: Corynebacterium spp., Enterococcus faecium’, Streptococcus pneumoniae*?,
| Viridans group streptococcus’. Tabii rezistentliyi olan organizmler: Aerob grammanfi mikroorganizmler: Acinetobacter spp.,
Citrobacter freundii, Enterobacter spp., Hafnia alvei, Legionella pneumophila, Morganella morganii, Providencia spp.,
| Pseudomonas spp., Serratia spp., Stenotrophomas maltophilia, Yersinia enterolitica; Diger mikroorqanizmler: Chlamydia
pneumoniae, Chlamydia psittaci, Chlamydia spp., Coxiella burnetii, Mycoplasma pneumoniae, Mycoplasma spp..
I *Qazanilmis rezistentlik mexanizmi olmadigda tebii orta hassaslig.
| ® Metisilline rezistent olan butuin stafilokokklar amoksisillin/klavulanata da rezistentdir.
' 10%-den ¢ox tezliyinds Avropa Birliyinin 6lkelsrinds azalmis hassasligi hagqinda bildirilen stammlar.
| ?Penisillina rezistent olan Streptococcus pneumoniae amoksisillin/klavulanatile miialice olunmamalidir.
° Beta-laktamaza hasil etmayen amoksisilline hassas olan organizmler amoksisillin/klavulanata da hassas ola biler.
| * Klinik tedgiqatlarda amoksisillin/klavulanatin effektivliyi miisyyan edilmisdir.
Farmakokinetikasi
| Sorulmasi
Daxila gabul edildikda har iki komponent — amoksisillin va klavulan tursusu — tez ve tamamila sorulur. Har iki komponentlarin
| farmakokinetikasi eynidir. Plazmada maksimal konsentrasiyaya 1 saatdan sonra ¢atir. Amoksisillin ve klavulan tursusu az
| miqdarda gan zulallari ile birlasir; teqriben 70% plazmada sarbast sakilds tapilir.
Paylanmasi
| Tagriban 18% amoksisillin ve 25% klavulan tursusu plazma zulallari il birlasir. Gériinan paylanma hacmi amoksisillin tgtin 0,3-
0,4 1/kq, klavulan tursusu tigin 0,2 I/kq teskil edir.
| Biotransformasiya
Amoksisillin gisman metabolizma ugrayir, klavulan tursusu ise intensiv metabolize olunur.

| VHCTPYKLMSI MO MEAULIMHCKOMY NPUMEHEHWIO Npenaparta (415 NauneHToB)

| Knasepa™ BUJ ®opTe Cyxoi NOPOLLOK AN NPUrOTOBNEHNS CYCNEeH3WUN ANs Npuema BHYTPb
Clavera” BID Forte

| Cocras
B 5 mn (B NonHOM MEPHOW NOXKE) CYCMNEH3UM COAEPXaTCs:
| AkmugHble gewecmsa: amokeuumnnnH 400 mr (B chopme amoKcuUMNnvMHa Tpuruapara), knaeynaHoBasi kucnota 57 mr
(B chopme knaBynaHata kanus)
| BcrniomozameribHble sewjecmea: KpeMHUs AVMOKCUA, KCaHTaHoBasi kamedb, MMAPOKCUMPONUIMETUIILENoNo3a, KpeMHUs
[VOKCUA KOMNMOWUAHbINA, HATPUS CaxapuH, MeTunnapabeH, sitHTapHasi KUCIoTa, apoMaTu3aTop «30M10ToW CUPOM», apoMaT13aTop
| anenbCYHOBbIN.
Onucanue
I Mocne pasBeAeHUs roMOreHHasi, apoMaTU3MpOBaHHasi CycreHsusi ot 6enoro fo kpeMmoBaTto-6enoro LeTa.
| ®dapmakoTepaneBTUYeckasi rpynna
AHTUBMOTWK rpy bl NEHULIMMIMHOB LIMPOKOTO CreKkTpa AeNCTBUS C MHIMBUTOpOoM GeTa-nakramas.
| Kop ATX: JO1CR02
®dapmakonormyeckve CBoMcTBa
| AMOKCULIMNINH — NOSNYCUHTETUHECKUI aHTUBNOTUK C LUMPOKUM CMEKTPOM GakTepuLMAHOro AENCTBUS B OTHOLUEHUN MHOTUX
rpammnonoXnTENbHbIX W rpamoTpuLaTeribHbIX MUKPOOPraHU3MoB. AMOKCULMNNUH nojBepraeTcs paspylleHuto berta-
| naKktamasamu W Mo3TOMYy HeaKTMBEH B OTHOLLEHWM MWKPOOPraHu3MOB, MpoAyLMpyoWmX 3T dhepMeHTbl. KnasynaHosas
Kucnorta, Gyayyun CTPYKTYPHO MOXOXEN Ha NeHULMNWHBI, 06nagaeT cnocoBHOCTbIO MHAKTUBMPOBATL LIMPOKUIA CrekTp GeTa-
I naktamas - hepMeHTOB, KOTOopble OBGbLIYHO MPOAYLMPYIOT MUKPOOPraHU3Mbl, PE3UCTEHTHbIE K MEHWULMIIUHAM U
| uecanocnopvHam. OcobeHHO akTWBHa B OTHOLLEeHUM BeTa-nakrtamas, ¢ KOTopbIMU CBsid3aHa NpruobpeTeHHas NekapCcTBeHHas
PE3UCTEHTHOCTb.
| Harnuune B coctaBe 0AHOBPEMEHHO aMOKCULMIMHA M KNaByNaHOBOW KUCMOTbl 06eCrneyYnBaeT akTMBHOCTb B OTHOLUEHUM
VHGEKLNIA, BbI3bIBAEMbIX MMUKPOOpraHM3sMamu, KoTopble, BblpabaTbiBasi GeTa-nmakTtamasbl, paspyllaloT U NpuBOAST B
| HEroAHOCTb aMOKCULIMIIWH. TakiM 06pa3somM, CMIEKTP aMOKCULIMIIIMHA — aHTUBMOTMKA C LUMPOKVM CMIEKTPOM AECTBUS ~ elle
Gornblue pacwupsietcs. NMoatomy KnaBepa BW[ ®opTte obnagaert cBoincTBammn aHTUBMOTHKA C LUMPOKUM CNIEKTPOM AENCTBUS U
| MHrMGuTOpa 6eTa-nakramas.
@PapmakoduHamuka
| OO6bI4HO YYBCTBUTENbHbIE BMAbI: [PamMnonoxuTensHble aspobHble MukpoopraHuambl: Bacillus anthracis, Enterococcus
| faecalis, Listeria monocytogenes, Nocardia asteroides, Staphylococcus aureus (4yBCTBUTENbHbIE K METULMMIIMHY)Y,
Streptococcus agalactiae®, Streptococcus pyogenes™ u apyrve GeTa-reMonuTUYECKMe CTPENTOKokku™, Streptococcus
| viridans, Staphylococcus saprophyticus (4yBCTBUTENbHblE K MeTULMNNUHY), Koarynasa-HeraTuBHble CTacuUnoKOKKM
(4yBCTBUTENbHbIE K METULMMNUWHY); pamoTpuLaTenbHble aspobHble MuUKkpoopraHuambl: Bordetella pertussis, Haemophilus
| influenzae’, Haemophilus parainfluenzae, Helicobacter pylori, Moraxella catarrhalis*, Neisseria gonorrhoeae, Pasteurella
multocida, Vibrio cholera; MNpoune mukpooprauuamel: Borrelia burgdorferi, Leptospira ictterohaemorrhagiae, Treponema
| pallidum; TpamnonoxwuTenbHble aHaspobHble MukpoopraHuambl: Clostridium spp., Peptococcus niger, Peptostreptococcus
magnus, Peptostreptococcus micros, Peptostreptococcus spp.; lpamoTpuuatenbHble aHaspobHble MUKPOOPraHU3Mbi:
| Bacterodies fragilis, Bacteroides spp., Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium
spp., Porphyromonas spp.,Prevotella spp.. Buabl C BO3MOXHOW Npobnemoii pesuCcTEHTHOCTU Tuna NpUOBpPEeTEHHON:
I pamoTpuuaTtensHble aspobHble Mukpoopranusmel: Escherichia coli*, Klebsiella oxytoca, Klebsiella pneumoniae®, Klebsiealla
| spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella spp.; TpamnonoxurenbHble aapobHble
MuKkpoopraHuamel: Corynebacterium spp., Enterococcus faecium”, Streptococcus pneumoniae*?, Viridans group
| streptococcus’. MUKDOOPraHW3Mbl C €CTECTBEHHON PE3NCTEHTHOCTBI: [pamMoTpuLaTenbHbie aspobHbie MUKPOOPraHWaMbi:
Acinetobacter spp., Citrobacter freundii, Enterobacter spp., Hafnia alvei, Legionella pneumophila, Morganella morganii,
| Providencia spp., Pseudomonas spp., Serratia spp., Stenotrophomas maltophilia, Yersinia enterolitica; Mpouve
MuKkpoopranuamel: Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia spp., Coxiella burnetii, Mycoplasma pneumoniae,
| Mycoplasma spp..
" CpeaHsisa ecTecTBeHHas YyBCTBUTENbHOCTL 6e3 MexaH3Ma NpuoBpeTeHHON Pe3UCTEHTHOCTY.
I ® MeTUUMNNNH-PE3UCTEHTHBIE CTA(MMOKOKKM TaKkKe PE3UCTEHTHBI K aMOKCULMINNH/KNaBynaHary.
| " LLITaMMbl CO CHUKEHHOI YyBCTBUTENBHOCTBIO, O KOTOPLIX COOBLANoch B CTpaHax EBPOCOI03a ¢ 4acToTol BCTpeuaemMocTu
6onee 10%.
| z K neHnUmMnnuH-peancTeHTHbIM Streptococcus pneumoniae He criefyeT NPUMEHSITb aMOKCULIMITTIMH/KNaBynaHar.
MukpoopraHusmel, He npoayLMpytoLLve 6eTa-nakTamasy, YyBCTBUTENbHbIE K aMOKCULIMIIVHY, Takke MOryT ObiTb
| YyBCTBUTENbHBI K aMOKCULMINWH/KNaBynaHary.
* OpheKTMBHOCTL aMOKCULIMINMH/KNaBynaHaTa yCTaHOBMEHa B KIMHUYECKUX NCCIeoBaHUSIX.
| ®dapmakoKuHemuka
BcacbisaHue
I Mpu npueme BHYTPb 06a KOMMOHEHTa NpenapaTta — amMOKCULIMIMMH U KnaBynaHoBasi kKUCNoTa — BbICTPO M MOMHOCTHIO
| BcacblBaloTCA. dPapmMakokMHETMKa aMOKCULIMMIMHA U KNaBynaHOBOW KWCMOTbI cxogHa. MakcumarnbHasi KOHUEHTpauusi B
nnasme gocturaetcsi yepes 1 yac. Hebonbluoe KONMMYECTBO aMOKCULMMMMHA U KMaByNaHOBOWM KWUCMOTbI CBA3LIBAETCA C
| Bernkamu kpoBu; npuMepHo 70% oBHapyxuBaeTcs B Nna3me B cBo6oAHOM BUAE.
Pacnpedenerue
| MpuBnuautensHo 18% amokcnuunnnHa n 25% knasynaHOBOW KNCMOThI CBS3bIBAETCA C 6enkamu nnasmbi.
Buanmblii o6bem pacnpenenenus amokeuumnnuia 0,3-0,4 n/kr, knaBynaHoBomn KUCnoTel — 0,2 n/kr .
| BuompaHcgopmayus
AMOKCULIMNIIH NOABEpraeTcst YaCTUYHOMY MeTabonMamy, KnaBynaHoBasi KUCIOTa — MUHTEHCUBHOMY MeTaGomnuamy.
I BbisedeHue
| CpepHuit nepuop nonyBbiBEAEHNST aMOKCULIMINIMHA/KMaBYMaHOBOW KUCMOThI Y 300POBbIX UL, COCTaBMsieT npuMepHo 1 yac,
cpefHui 06LLWii KMPeHC —NpuMepHo 25 n/vac.
| IMocne npuema BHyTpb Tabnetok Knasepa”™ B 250 mr/125 Mr ve ya 500 mr/125 Mr B Te4eHMe nepsbix 6 4acos NpumepHo 60-
70% amokeuumnnuHa n 40-65% knaBynaHoBOW KUCIOTbI BbIBOAUTCS B HEM3MEHEHHOM BuAEe C MO4OW. OAHOBPEMEHHBIN Npuem
| ¢ npobeHeLnaOM 3aMeISEeT BblBeeHNE aMOKCULIUIIHA, HO He BIUSIET HA NOYEYHOE BblAENeHNe KIaBynaHoBOW KUCIOThI.
MokasaHus K npUMeHeHUo

Xaric olunmasi

Saglam saxslerde amoksisillin/klavulan tursusunun orta yarimxaricolma dévri taqgriban 1 saat, orta tmumi klirens isa tagriban
25|/saat teskil edir.

Klavera™ BID 250 mq/125 mq ve ya 500 mq/125 mq tabletlerin daxile gebulundan sonra ilk 6 saat arzinde amoksisillinin tagriben
60-70%-i, klavulan turgusunun ise taqriben 40-65%-i deyisilmamis sekilds sidikle xaric olunur.

Probenesidle birge gebulu amoksisillinin xaric olmasini lengidir, lakin klavulan tursusunun boyreklerle xaric olunmasina tesir
etmir.

istifadesina géstarislor

Klavera” BID Forte asagida sadalanan amoksisilline davamli beta-laktamazalar hasil eden stammlari ile térenan infeksiyalarin
mialicesinds istifads olunur:

Yuxari tenaffis yollarinin infeksiyalari (o cimladen LOR-orqganlarinin infeksiyalari): tonzillit, sinusit, orta otit

Asag tenaffiis yollarinin infeksiyalari (o cimladan xronik bronxitin keskinlesmasi, pnevmoniya)

Boyrak va sidikgixarigi yollarinin infeksiyalari (o cimledan sistit, uretrit, pielonefrit)

Dari ve yumsagq toxumalarin infeksiyalari (o ctimleden selliilit, heyvanlarin dislomasi)

o Dislerininfeksiyalari (o cimladan dentoalveolyar abses).

Oks gostariglar

Anamnezds penisillinlers, sefalosporinlers, digar beta-laktam antibiotiklara va ya preparatin tarkibindaki komponentlardan har
hansi birina qars1 yliksak hassasliqg.

Anamnezda amoksisillin/klavulan tursusu ve ya penisillinden istifadasi ile alagali sarilig/qaraciyar catismazligi.

Xiisusi gosteriglar

Mualiceni baglamazdan avval xastenin anamnezinda penisillin, sefalosporin ve diger allergenlere garsi hiperhassasliq
reaksiyalari hagqinda esasl olaraq malumat toplamaq vacibdir. Penisillinlerle miialice zamani ciddi, hatta tek-tek hallarda
olumle naticalenan hiperhassasliq (anafilaktoid) reaksiyalari haqqinda malumat verilmisdir. Bela tip reaksiyalar anamnezde
penisillinlers yliksak hassasligi olan sexslerde daha tez-tez rast galinir.

Amoksisillinden istifadasi ile alagali qizilcaya banzar sepgi miisahida olundugundan infeksion mononukleoza stibhs oldugda
Klavera”BID Forte ile mialiceden gekinmek lazimdir.

Klavera” Bi.D Forte ile uzunmuddatli istifadasi nadir hallarda rezistent organizmlarin goxalmasina sabab ola bilar.

Klavera™ BID Forte ve peroral antikoaqulyantlar qebul edsn xastelsrde nadir hallarda protrombin ve qanaxma muddatinin
uzanmasi haqqinda bildirilmisdir. Gosterilen preparatlar eyni zamanda istifade edan xastsler miivafiq nazarst altinda
saxlaniimalidir. Antikoaqulyantlarin lazimi saviyyssini saxlamaq Ugiin daxile gabul edilen dozalarin tenzimlenmasina ehtiyac
olabiler.

Bozi xastelorde Klavera” BID Forte preparatinin istifadesi zamani qaraciyarin funksional testlerinde deyisiklikler miisahide
olunur. Bu dayisikliklerin klinik shamiyyati melum deyil, lakin Klavera” BID Forte preparati garaciyer funksiyalarinin pozulmasi
zamani ehtiyatla istifade olunmalidir.

Nadir hallarda agir ola bilen, lakin dénan xolestatik sariliq hagqinda malumat verilmisdir. Bu zaman simptomlarin mualice
tamamlandigdan sonra 6 hafte arzinde meydana ¢ixa bilacayini nezards saxlamagq vacibdir.

Béyroek catismazligi olan xestelerds Klavera™ BID Forte preparatinin istifadesi gatismazliginin deracasinden asili olaraq
tenzimlenmalidir.

Sidiyin langimasi olan, asasan parenteral mialice alan xastalarda ¢ox nadir hallarda kristalluriya miisahida olunmusdur. Ytksak
dozalarda amoksisillinin tetbigi zamani mimkiin amoksisillin kristalluriyani azaltmaq t¢gtin adekvat mahlulun gabulu ve sidiyin
xaricolunmasini saxlamaq tévsiys olunur.

Klavera™ BID Forte suspenziyanin har 5 ml-de 23 mq-dan (1 mmol-dan) az natrium var; yeni shemiyyst kesb etmayacak gedar
az miqdardadir.

Klavera” BID Forte suspenziyanin terkibinde metilparaben vardir, hansi ki allergik reaksiyalara (ola bilsin, langedici) sabab ola
bilar.

Digar darman vasitalari il qarsiligh tesiri

Probenesid

Probenesid amoksisillinin boyrek kanalciq sekresiyasini azaldir. Klavera” BID Forte preparati ilo birge qebulu zamani
amoksisillinin plazmada konsentrasiyasi arta biler, klavulan tursusunun isa yox. Bu sebabden Klavera™ BID Forte preparatinin
probenesidla birga gabulu tévsiys edilmir.

Allopurinol

Amoksisillinle miialice miiddetinds allopurinolun istifadesi allergik deri reaksiyalarinin yaranma ehtimalini artira biler. Klavera™
BID Forte ils allopurinolun eyni zamanda istifadesi haqqinda mslumat mévcud deyil.

Peroral kontraseptivler

Diger antibiotikler kimi Klavera™ BID Forte asadi estrogen reabsorbsiyasina sebab olan bagirsaq florasina tesir gésteras bilar ve
kombinaolunmus peroral kontraseptivlerin tesirini azalda biler.

Peroral antikoaqulyantlar

Bdabiyyatda asenokumarol ve ya varfarin ile eyni zamanda amoksisillin ile mualiceni alan xastalerde ganaxma vaxtinin
uzanmasi hallari hagqinda bildirilmisdir. Hemin preparatlardan birgs istifadesina ehtiyac oldugda protrombin ve ganaxma vaxti
ciddi nezarat altinda saxlanmalidir. Bundan basqa, peroral antikoaqulyantlarin doza tenzimlenmasina ehtiyac ola bilar.
Metotreksat

Penisillinlor metotreksatin xaricolunmasini azalda biler va toksikliyin yaranma ehtimalini artira biler.

Hamilalik va laktasiya dovriinda istifadasi

Hamilslik

Hamila gadinlarda istifadesine dair tacriibe mahdud oldugundan butin diger derman vasitalerinda oldugu kimi, agar hakim
zaruri bilmirsa, istifadesindan ¢akinmak lazimdir, xtisusan da ilk trimestrda.

Laktasiya

Preparatin har iki tesiredici madds ana stdiina kegir. Laktasiya dévriinde amoksisillin/klavulan tursusu yalniz ehtimal olunan
fayda potensial riskdan Usttin oldugda istifads olunmalidir.

Nagliyyat vasitalarini va digar potensial tahliikali mexanizmlari idaresetma qabiliyyatina tesiri

Naqliyyat vasitaleri va mexanizmlari idareetma gabiliyyatine manfi tasiri hagqinda malumat yoxdur. Buna baxmayaragq istifade
zamani ehtimal olunan slave reaksiyalar (allergik reaksiyalar, basgicallonma, qicolmalar kimi) nagliyyat vasitsleri ve
mexanizmleri idareetma qabiliyystine tesir gdsters biler.

Istifada gaydasi va dozasi

Klavera”BID Forte suspenziyasi giinds 2 dafe gabul olunmalidir. Miialice miiddati géstarislere miivafiqdir ve hekim nezarsti
olmadan 14 ginden artiq olmamalidir. Klavera” BID Forte suspenziyasi daxile gebul tglindir ve meade-bagirsaq trakti

Knasepa" B[ ®opTe NpuMeHAETCS ANS NeYeHns HIKeCNeayoLmnX MHMEKLIA, BbIBBAHHLIX YCTONYNBLIMM K aMOKCULIMITIIHY

LUTaMMamm, MpoayLmMpyioLLMMI 6eTa-nakramasb:

o VHdekumm BepxHUX AbIxaTerbHbIX nyTei (B ToM Yncne nHdekumn JIOP-opraHoB): TOH3UNMNUT, CUHYCUT, CPeAHUIA OTUT

o VHeKumMmn HMKHMX AbiIXaTerbHbIX NyTei: OCTPbIA GPOHXUT U (B TOM Yncrie 060CTPEHNE XPOHNYECKOTO BpOoHXMTa,
NMHEBMOHWS)

e VHpeKumn noyYek 1 MOYeBbIBOASILLMX NYTEN (B TOM YUCHE LMUCTUT, ypeTpuT, nuenoHedput)

o VHdeKumnm Koxu 1 MSATKUX TKaHel (B TOM Yncre LIENMIONWT, YKyCbl XUBOTHbIX

o O[IOHTOreHHbIE UH(EKLMM (B TOM YUCIE AeHTOANbBEONSPHbINA abcLecc).

MpoTuBonokasaHus

lMoBblLLEHHAs YyBCTBUTENLHOCTb B @aHAMHE3e K NEHULMITIIMHAM, LiedanocrnopuHam, Apyrum 6eta-nakramHbIM aHTUGroTnkam

UNM K NI06oMy 13 KOMMOHEHTOB Npenapara.

Hanuune B aHamMHe3e ykasaHWUil Ha XenTyxy/HapyweHuss dYHKLUWW NeYeHW, CBSA3aHHble C NpUMeHeHuem

aMOKCULMNNMHA/KNaByNaHOBOW KNCMOTbI MU NEHNLUNVHA.

Oco06ble yka3aHusa

Mepea Havanom Tepanuu Heo6GXOAMMO TLIATENbHO BbISICHUTL peakUu rMnepyyBCTBUTENBHOCTU Ha NEHULMNMUHBI,

LeanocnopvHbl U Apyrue annepreHbl B aHamHese nauveHTa. CoobLuanock 0 cepbesHbiX U Aaxe ¢ haTanbHbIM UCX0A0M

peakLmMsX rmnepyyBCTBUTENbHOCTU (aHapUNaKTOMAHbIX pPeakuusix) Npyu neYyeHnn neHuuunnnHaMu. Takoro Tuna peakuuu

BCTPEYaloTCsl 0COGEHHO YaCTO Y MoAei C MOBbILEHHON YYBCTBUTENBHOCTBIO K NEHULIMIIMHAM B aHaMHese. B cBsi3n ¢ Tem Yto

NpU MPUMEHEHUN aMOKCULMINIMHA BO3MOXHO MOSIBIIEHUE KOPEMOAOMHOM Cbinu, B Crly4ae MNOA03PEHNs1 UHAEKLIMOHHOTO

MOHOHYKMEe03a CrieflyeT BO3AEpXKaTbcs OT MpuMeHeHus npenapata Knasepa” BU[ dopTe. [lnuTenbHoe MCMonb3oBaHue

npenapara B PeAKvX Cry4asix MOXeT CTaTb MPUYMHOI pa3MHOXEHUS PE3NCTEHTHBIX OPraHN3MOB. Y NaLUeHTOB, MPUHUMAIOLLINX

Knasepa” BU[ ®opTe 1 nepoparbHble aHTUKOArynsHTbl, coobLanocs 0 Peaknx Crydasx yATMHEHWS MPOTPOMMHOBOTO

BPEMEHW 1 BpeMeH KpoBOTeYeHUs!. MalmneHTbl, 0fHOBPEMEHHO NPUHUMAaLOLLME YKa3aHHbIe Npenaparbl, AOMKHbI HAXOAUTLCS

noa koHTponem. [ns nopaepxaHusi HeOBXOAWMOrO YPOBHSI @HTUKOArynsiHTOB MOXeT MOHafAobuTbesi Koppekuus Ao3,

NPUHUMaeMbIX BHYTPb. Y HEKOTOPbIX MauMeHTOB Mpu Mnonb3oBaHWM npenapata Knasepa  BW[ dopte oTmeuvatoTcs

M3MEHEHUSIMU  (PYHKLIMOHAmbHbIX TECTOB MEYeHW. XOTS KIMHUYECKast 3Ha4YMMOCTb 3TUX WM3MEHEHUN MOXET MEHSITbCS,

npenapar creayeTt NpUMeHsTb C OCTOPOXHOCTBIO NPU HapylieHnn yHKLMM neveHn. CoobLiaeTcsi 0 pasBuTUM B peakux

Ccnyyasx Tskenoit 06paTMMoil XonecTaTM4ecKo XeNnTyXu, U B 9TUX CryHasnx Heo6XoarMo UMETb B BUAY, HTO CUMMTOMbI MOTYT

NnosiBUTLCS B TedeHWe 6 Heaenb MOCrie OKOHYaHWS NMeYeHUs. Y NauMeHTOB C MOYEYHON HEe0CTaTOYHOCTHIO MPUMEHEHVE

npenapara Knasepa~ BW[] dopTe KoppeKkTUpyeTcs B 3aBUCHMOCTM OT CTENEHU HEAOCTaTOMHOCTU. Y NALUMEHTOB C 3aAepPXKKOI

MOYENCNyCKaHUs, B OCHOBHOM HAaxXOASLUMXCS Ha MapeHTeparibHOM NeveHuW, B OYeHb Pedkux cryyasx Habniogaetcs

KpucTannypus. [Ins Toro 4To6bl CHU3UTL KpUCTanypuio, BO3MOXHYIO MPU MPUMEHEHUM aMOKCULIUINMHA B BbICOKMX [03aX,

pekoMeHAyeTCsi afeKBaTHbI MpUeM XUOKOCTY M MofAep)KaHNe MOYEBbIAENEHNS.

Kaxable 5 Mn cycneHaun Knaeepa” BUI dopTe copepxat MeHee 23 Mr (MeHee 1 MMOTb) HaTpusi; Mpu TakoM KOnMuecTse

HaTpus He TpebyeTcs kaknx-nnbo ocobbix ykazaHU.

Cycnenans Knasepa” B[ ®opTe comepxuT MeTunnapabeH, KOTopbIi MOXKET Bbi3BaTb annepriieckie peakunm.

B3aumopgencTeue c ApyruMu nekapCTBeHHbIMM CpeACTBaMMU

MpobenHeunn

MpobeHeumna cHwxaeT noyeyHyio TyBynspHylo cekpeLuio amokcuumnnvHa. Mpu ogHOBpeMeHHOM Mpueme C npenapartom

Knaesepa™ BW[ d®opTe BO3MOXHO MOBbILIEHWNE CbIBOPOTOYHON KOHLIEHTPALWM aMOKCULIMINWHA, NPU STOM KOHLEHTpauus

KNnaBynaHOBOW KUCMOTbI HE MeHsieTCs. B CBSI3n ¢ 3TUM He pekomeHayeTcsi OAHOBPeMeHHbIN Npuem Knasepa™ BU[ dopTe ¢

npo6eHeLuaoM.

AnnonypuHon

MpuMeHeHve annonypvHona B Nepuos, NeYeHNst aMOKCULIMIIIMHOM MOXET YBENUYNTL PUCK BOHUKHOBEHUS anfepruyeckux

KOXHbIX peakuui. HeT mHopmaumm oTHOCUTENBHO OAHOBPEMEHHOIO NpUMeHeHWsi npenapata Knasepa™ BW[ ®opte ¢

arnmnonypyHoriom.

MepoparnbHble KOHTPaLeNnTyBbI

Kak v gpyrve aHTnbuoTmkmn, Knasepa™ BU[ ®opTe MOXeET BO3AENCTBOBATL Ha KULLIEYHYIO (Propy, SBMSIOLLYIOCS NPUYNHON

HU3KoI1 peabcopbLmm aCTporeHa, U NoHkaTk 3OPEKTUBHOCTb KOMUHMPOBAHHbIX NEPOpParnbHbIX KOHTPALEeNTUBOB.

MepoparbHble aHTUKOAryMsHTbI

CoobLanochk o cnyyasx yanMHeHNst BpoeMEHN KPOBOTEYEHMS Y MaLMEHTOB, NPUHUMAIOLLIMX aMOKCULIMITIIMH OOHOBPEMEHHO C

aL|eHoKyMaposiom unu BapgapuHom. B criyyae HeobxoaMMoCTU COBMECTHOTO MPUMEHEHUS ykasaHHbIX NpenapaTos crieqyet

KOHTPONMMPOBATh MoKa3aTenM BPeMeHW KPOBOTEYEHWSt U NPOTPOMGWMHOBOrO BpemeHW. Kpome Toro, MOXeT BO3HUKHYTb

HeobX0ANMOCTb KOPPEKLWM A03bl NePOoparibHbIX aHTUKOArysHTOB.

MeTotpekcar

MeHnuMnAnHLI MoryT ocnabuTb BbiIBEAEHUE MeTOTpeKcaTa U NOBbICUTbL PUCK PA3BUTUSI TOKCUYHOCTU.

MpumeHeHWe Bo BpeMs GepeMeHHOCTH U B Nepuoa nakraummn

BepemeHHOCMb

B cBA3K C orpaHMYeHHbIM OMbITOM UCMONb30BaHUSA Npenaparta y 6epeMeHHbIX XeHLLUWH, cneayeT naberatb NpUMEHeHWst BO

Bpemsi GepeMeHHOCTH, kak 1 Bcex ApyriX NekapCTBEHHbIX CPEACTB, 0COGEHHO B MepBOM TPUMECTpPE, €CIM TONMbKO Bpady He

COYTET 3TO HEOBXOAUMBIM.

Jlakmayus

O6a aKTUBHbIX KOMIMOHEHTa Nprapata — aMOKCULIIIVH 1 KIaBynaHoBasi KUCIOTa — MPOHUKAKOT B rPyAHOE MOMOKO, MO3TOMY

npenapar crieayet NpUHUMaTh TOMbKO B TOM CIly4ae, KOra BO3MOXHasi Mofib3a NPUMEHEHWs NpeBbILlaeT NoTeHuarbHbIn

pucK.

BrnusiHme Ha CNOCOBHOCTL YNpaBNeHUsi TPaHCMOPTHLIMU CPeACTBAMM M NOTEHLUMaNbLHO ONacHbIMU MeXaHU3MaMm

HeT faHHbIX 0 HeGnaronpusiTHOM BIIMSIHUM Ha CMOCOBHOCTb YNpaBleHUst TPAHCMOPTHBIMIA CPEeACTBaMU U MeXxaHU3MaMu.

HecmoTpst Ha 970, nobouyHble 3pekTbl, AONyCTUMbIE NPU MPUMEHeHUW npenapaTa (annepruyeckue peakuum,

rONoOBOKPYXXEHUEe, CyJopory), MOryT okasaTb BfMSIHUE Ha CNOCOGHOCTb yNpaBreHUsi TPaHCMOPTHLIMU CpeAcTBaMu 1

MexaHu3Mamm.

Cnoco6 npuMeHeHUs U A03bl

CycneHaunio anst npuema BHYTpb Knasepa™ BW[ ®opTe npuHumaioT 2 pasa B AeHb. JledeHne [OMKHO MPOBOAUTLCS B

COOTBETCTBUM C MOKa3aHUsSIMK, Herb3si IPOBOAMUTL NeveHre 6oree 14 aHeit 6e3 Bpade6Horo koHTporns. CycneHans Knasepa™

BW[ dopTe npefHasHa4yeHa Anst npuema BHYTPb; A5 TOro YTo6bl CHU3UTL PUCK MOBGOYHBIX SIBIIEHWI CO CTOPOHbI JKEMNYA0YHO-

KULLIEYHOTO TpakTa, MpenapaTt HasHa4yaloT B Hayane npuema nuwm. [Npu npveme nepen epoit abcopbums npenaparta

MOBbILLIAETCS.

terafinden alava tasirlerin yaranma ehtimalini azaltmaq t¢tin gida gebulunun avvalinda tetbiq olunmalidir. Preparatin sorulmasi
yemakdan avval gebul edildikdas artir.

Daxila gabul ii¢iin penziyanin hazirl.

70 ml-lik ve 100 ml-lik flakon Ggtin: )

Flakondaki quru toza tedricen soyudulmus qaynamis su nisanin */, kimi elave olunur ve galxalanir. Ik defe tam hall olunmasini 5
dagige gézlemak lazimdir, sonra su flakondaki nisana gadar (galan %s) alave olunur ve homogen suspenziya halina gqadar
yenidan ¢alxalanir. Har istifadedan avval flakon galxalanir.

35 ml-lik flakon giin:

Yuxarida gostarilon qaydada suspenziya hazirlanmasindan sonra original gapaq spris-dozatorun 6lgi gapagi ile avez olunur.
Her istifadedan sonra hemin gapaq sprise taxmalidir. Spris-dozatorda kq ile isarelenmis iki stutun mdévcuddur: agir ve
ylingil/orta daracali infeksiyalar Ggtin. Hakim tarafinden tayin olunmus agdirliq deracasindan asili olaragq muvafiq stitundan
istifade olunmalidir. Suspenziya lazim olunan kq isarasina qadar gétirtimalidir ve xastaya daxile verilmalidir.

Hokim terefinden tovsiye olunan dozalar 70 ml-lik ve 100 ml-lik flakon Ugtin slave olunan 5 ml-lik él¢ii gasigindan, 35 ml-lik
flakon tigtin - 4,2 ml-lik spris-dozatordan istifade edarak gabul olunur.

Tovsiya edilon doza:

Usaglarda badan gakisindan va infeksiyanin agirligindan asili olaraq gtindslik dozalanma qaydasi asagidaki cadvallards kimi
olabilar:

2 ayligdan 2 yasa gadar usaglar
Bu grupda dozalar badan kitlesindan asili olaraq hesablanir.

Yiingiil/ orta agir infeksiyalarda Agrr infeksiyalarda
Badan kiitlesi har 12 saatdan bir tatbiq olunan dozalar (ml) har 12 saatdan bir tetbiq olunan dozalar (ml)
(kq)
400/57 mq 400/57 mq
2 0,3 0,6
3 0,5 0,8
4 0,6 1,1
5 0,8 1,4
6 0,9 1,7
7 1,1 2,0
8 1,3 2,3
9 1,4 2,5
10 16 2,8
11 17 3,1
12 1,9 34
13 2,0 37
14 2,2 39
15 2,3 4,2

2 yasdan yuxari usaglar

2-6 “ )
(13_231/afq) 2,5 ml 400/57 mq Klavera™ BID Forte suspenziyasi giinde 2 dafe
25/3,6 ma/kg/guin* 712
-12yas o ’ .
(22-40 kq) 5 ml 400/57 mq Klavera™ BID Forte suspenziyasi giinde 2 dafe
2-6 ™o )
(13_2¥ak§q) 5 ml 400/57 mq Klavera BID Forte suspenziyasi giindes 2 defe
45/6,4 ma/ka/gun** 712
(2_2_40),?3) 10 ml 400/57 mq Klavera” BID Forte suspenziyasi giinds 2 dsfe

*Yingll ve orta agir infeksiyalarda (tonzillit kimi yuxari tenaffus yollarinin infeksiyalari, asagi tenaffis yollarinin va dari ve
yumsagq toxumalarin infeksiyalari) — 25/3,6 mq/kq/gtn.

** Daha agir infeksiyalarda (orta otit, sinusit kimi yuxari tenaffiis yollarinin infeksiyalari, pnevmoniya kimi asag: tenaffis
yollarinininfeksiyalari va sidikgixarici yollarin infeksiyalari) - 45/6,4 mg/kg/gtin.

2 aydan agagi usaglarda istifads tecriibssi kifayst geder olmadigindan Klavera™ BID Forte suspenziyasinin dozalanmasina dair
tovsiyalar taklif olunmayib.

Xiisusi qrup xastalara dair alave malumat

Boyrak/qaraciyer ¢atismazligi

Qlomerulyar filtrasiyasi 30 ml/deqg-den yuxari olan usaglarda doza tenzimlenmasi teleb olunmur. Qlomerulyar filtrasiyasi
30 ml/deg-den asagi olan usaqlarda Klavera"BID Forte suspenziyasini istifade etmak tévsiya edilmir.

Klavera"BID Forte suspenziyasini bdyrek funksiyasi kifayat qeder yetismemis korpalerda istifade etmak tévsiye edilmir.
Qaraciyar funksiyasi pozuldugda dozalanma ehtiyatla aparilmali ve miintezem olaraq garaciyer funksiyasina nezarat
edilmalidir.

Blava tesirlari

Rastgalma tezliyi: cox tez-tez (21/10); tez-tez (21/100-den <1/10-dak); bazan (21/1000-den <1/100-dak); nadir hallarda
(21/10000-dan <1/1000-dak); cox nadir hallarda (<1/10000); rast galma tezliyi malum deyil (alda olan géstaricilara géra tayin
edile bilmir).

infeksiyalar va invaziyalar:

tez-tez: dari va selikli gisalarin kandidozu;

rastgalma tezliyi malum deyil: rezistent organizmlarin goxalmasi.

lMpuzomoeneHue cycrneH3uu 01 npuema 8 Hympb

[na dnakona 70 mn v 100 mn:

[06aBUTL OXNaXOEHHYIO KMNAYeHylo Bofdy BO (briakoH C MOPOLIKOM - */, 10 MeTkw - 1 B3GonTatb. Mepsblit pa3 cneayet
nofoXaaTb pacTBOpeHust 5 MuHyT, 3aTem Ao6aBuTL BoAy BO hriakoH 10 MeTKU (OCTaBLLytocs ¥3) 1 BHOBL B3GonTaTh (priakoH o
COCTOSIHVISi TOMOreHHO cycneHaun. lMepep kaxabimM npuMeHeHnem nakoH criedyet B36anTbiBaTh.

Ong donakona 35 mn:

MpnroToBNTL CycneHauto, kak ykasaHo Bbille. 3aTeM KpbILKY hriakoHa 3aMeHUTb Ha MEpHbI Konnadvok wnpuLa-aosatopa.
Mocne kaxaoro NCNonb3oBaHWsSt MepHbI KONMaYvokK crieayeT HaaeBaTh Ha LWNpuUL-A03aTop. Ha wnpuue umetotcs ABa MEpPHBbIX
cTonbuka: Ans TSHKENbIX MHMEKUNA N UHDEKUMIA Nerkon/cpeaHeit cTeneHn TskecT. B 3aBUCMMOCTM OT CTENEHN TSXEeCTU
MHDEKLMKM, KOTOPYIO onpeaenseT Bpady, UCMOomMb3yloT COOTBETCTBYIOLLMIA MepHbIi cTonbuk. Cycnesuto, koTopyto HabupaioT 13
LnpuLa B HEOGXOAMMOM KONIMYECTBE, NaUMeHT NPUHUMAET BHYTPb.

CycneHauio NpYHUMALOT B A03aX, PEKOMEHA0BaHHbIX BPAa4oM, UCMOMb3ysi MEPHYIO MOXKY (5 M), koTopasi npunaraeTcs BMecte
¢ cpnakoHom 70 mn u 100 Mn, unu Wwinpuvu-go3satop (4,2 M), KOTOPbIV NpunaraeTcs BMecTe ¢ hniakoHoM 35 mn.
PekomeHaoBaHHas jo3a:

Mcnonbays HwkecneaytoLLyto Tabnuly, MOXHO paccuuTaTh [103bl, IPUMEHsieMble Y AeTel B 3aBUCKMOCTH OT Macchl Tena u
CTENEHN TSHXKECTM:

Letv ot 2 mec. 0o 2 net

[l03b1, npuHMMaeMble kaxable 12 4 [lo3bl, NpUHMMaeMble Kaxable 12 4
Macca Tena npy MHeKUMAX nerkoi/cpeaHei cTeneHm TaxecTy (mn) NPy TAXeNbIX MHeKUMAX (Mn)
(kr)
400/57 mr 400/57 mr

2 0,3 0,6

3 0,5 0,8

4 0,6 1,1

5 0,8 14

6 0,9 17

7 1,1 2,0

8 13 2,3

9 14 2,5

10 16 2,8

1 1,7 3,1

12 1.9 3,4

13 2,0 37

14 22 3,9

15 23 42

[eTun ctapue 2 net

(12;_32:6,:,-) 2,5 mn cycneHsun Knasepa™ BW[ ®opte 400/57 Mr 2 pasa B ieHb
25/3,6 mr/kr/cyT* 12

(2_2_461i:) 5 mn cycneHaun Knasepa™ BW[ ®opte 400/57 Mr 2 pasa B AeHb

2-6 net

(13-21 kr) 5 mn cycneraun Knasepa™ BU[ dopte 400/57 mr 2 pa3a B AeHb
45/6,4 wmr/kr/cyT** 12

(2_2_461i:) 10 mn cycneHaum Knasepa™ BU[ ®opTe 400/57 Mr 2 pasa B AeHb

* Tpu nerkux u cpeaHeTsHKenbIX UHAEKUMAX (MHAEeKUMN BEPXHUX AbIXaTerbHbIX MyTeil, Takue Kak TOH3WUNMUT, UHdeKunmn
HWKHUX AbIXaTerNbHbIX NyTER, KOXW U MArkuX TkaHeln) — 25/3,6 mr/kr/cyT.

** MNpn Gonee TsHKeNbIX UHDEKUUSAX (CPEAHUIA OTUT, CUHYCUT, MHEKLMM BEPXHUX AblXaTemNbHbIX MyTEN, NHDEKLUMN HMKHUX
[AbIxaTerbHbIX NyTen, Takue kak MTHEeBMOHUS, MHPEKLMM MOYeBbIBOAALLMX NyTeln) —45/6,4 mr/kr/cyT.

B cBSI3M C TeM, YTO HET AOCTATOMHOrO OfMbiTa MPUMEHEHUs y AeTell Mnajlue 2 MecsileB, PeKoMeHJaLui no J03MpoBaHuio
cycneHaun Ans npvema BHyTpb Knasepa ™ BU[] dopTe He NpeanoxeHo.

[ononHutenbHble AaHHbIe, CBSA3aHHbIE CO CeLuanbHbIMU rpynnaMm 60nbHbIX

IMoyeyHas/lMeyeHoYHasi HeOOCMamMo4YyHOCMb

Y peteii CO CKOPOCTLIO MOMEPYNSPHOI hunbTpaumm Boile 30 MN/MUH HUKAKON KOPPEKTUPOBKM [03bl He TpebyeTcs. Y feten
CO CKOPOCTbIO FMOMepynsipHoii unbTpaumn Huwke 30 Mn/MuH cycneHsuio Knasepa™ BW[ ®opTe npumeHsTb He
pekomeHayertcsi.

Mpw HapyLeHUM hyHKLMM MeYeHU [03MPOBaTh CIIeAYET C OCTOPOXHOCTbLIO U perynsipHo HabnoaaTh 3a doyHKUMel NeveHu.
Mo6ouHble aencTeusA

YacToTa BO3HWMKHOBEHWsi: 04eHb YacTto (21/10); yacto (o1 21/100 go <1/10); Hewacto (oT 21/1000 go <1/100); peako
(o121/10000 o <1/1000); o4eHb peako (<1/10000); c HeM3BECTHOM YacTOTOW (He MOryT BbIThb OLIEHEHbI Ha OCHOBE UMEIOLLIMXCS
[OaHHbIX).

WHpekyuu u uHsasuu

4acmo: KaHAWA03 KOXW U CIIN3NCTbIX 060MoYeK;

C HeusgecmHol Yacmomoli: pa3MHOXEHUE PE3NCTEHTHbIX OPraHN3MOB.

Co cmopoHbI Kp pPHOU U ¢ 7 ]
pedko: TpaH3MTOPHas NeKoNeHUs (B TOM YKCIe HENTPONEHNS), TPOMBOLIMTONEHWS;

o4eHb PedKO: TPaH3UTOPHLIN arpaHynoLuTo3 U reMonuTUYeckas aHeMusi, yAnuMHeHue BpeMeHU KPOBOTEYEHUs W
NPOTPOMBUHOBOTO BPEMEHMU.

Qanyaradici ve limfa sistemina:

nadir hallarda: kegici leykopeniya (neytropeniya daxil olmagla), trombositopeniya;

¢ox nadir hallarda: kegici agranulositoz ve hemolitik anemiya, ganaxma ve protrombin middatinin uzanmasi.

Immun sistemina:

cox nadir hallarda: angionevrotik 6dem, anafilaksiya, zerdab xastaliya banzar sindrom, hiperhassasli vaskulit.

Sinir sistemina:

bazan: basgicallanms, bas agrisi;

cox nadir hallarda: kegici hiperaktivlik va gicolmalar; qicolmalar béyrak funksiyasi pozulmus va ya ytiksak dozalar alan
xastalards miisahids oluna bilar.

Hazm sistemina:

tez-tez: diareya, Urakbulanma, qusma; Grekbulanma asasen yiiksak dozalarin gabulu ile slagadardir; mada-bagirsaq trakti
terafindan reaksiyalar musahides oldugda preparati yemakdan avval gabul edarak onlari azaltmag olar;

bazan:dispepsiya;

cox nadir hallarda: antibiotiklerin gebulu ile alagali kolit (psevdomembranoz kolit ve hemorragik kolit daxil olmagla),
usaglarda dislerin renginin dayisilmasi musahids oluna biler, bu da dis firgasi ile temizlenir.

Hepatobiliar sistema:

bazan: beta-laktam antibiotiklarle mialice alan xastalerde AST va/va ya ALT saviyyalarinin milayim artmasi geyd olunur,
bunun shamiyyati ise melum deyil;

cox nadir hallarda: hepatit va xolestatik sarilig; bu hallar hamginin digar penisillinler va sefalosporinlerdan istifade zamani

da muisahida oluna bilar.

Qaraciyar tarsfinden meydana gixan simptomlar daha tez-tez kisilards va yash xastalerda rast galinir ve uzunmtiddatli mtalica
ila alagali ola biler. Usaglarda hamin simptomlar haqqinda ¢ox nadir hallarda bildiriimisdir. Qaraciyar tarafinden simptomlar
adatan mualice middatinds ve ya muialicadan darhal sonra, bazan ise preparat kasildikdan bir nege hafts sonra inkisaf eds bilar
va adatan kegici olur, tek-tek hallarda 6limle naticalens biler. Bels simptomlar ssasan ciddi xastslikler zamani ve ya potensial
hepatik tasiri olan preparatlarla birgs istifads etdikde miisahids olunur.

Dari va darialti piy toxumasina

bazan: deri sapgisi, gasinma, 6vrs;

nadir hallarda: multiformal eritema;

cox nadir hallarda: Stivens-Conson sindromu, toksik epidermal nekroliz, bullyoz eksfoliativ dermatit, kaskin generalize olunmus
ekzantematoz pustulyoz (KGEP).

Hiperhassas deri reaksiyalar misahide oldugda mualice dayandiriimaldir.

Béyrak va sidikgixarigi yollara

nadir hallarda: hematuriya;

¢ox nadir hallarda: interstisial nefrit, kristalluriya.

Siibhali alave reaksiyalar haqqinda malumat

Darman vasitssinin geydiyyata alinmasindan sonra stibhali slave reaksiyalar hagqinda alds olunan mslumat vacibdir. O,
darman vasitasinin fayda/risk nisbatina nazarstinin davam edilmasina imkan verir.

Arzuolunmaz effektlar bas verdikde hakime miiracist edin.

Doza haddinin asilmasi

Klavera"BID Forte preparatinin istifadesi zamani doza heddinin asilma riski yiiksek deyil. Doza haddi asildigda mede-bagirsaq
trakti terafindan simptomlarin meydana ¢ixmasi ve su-elektrolit balansinin pozulmasi ehtimali var. Bu zaman simptomatik
miialice apariimalidir. Klavera”BID Forte preparati gandan hemodializ vasitesile xaric oluna biler.

Buraxilis formasi

Klavera™ BID Forte 400/57 mq daxils gabul tigiin suspenziya hazirlamaq tgiin toz, flakonlarda.

1 flakon (35 ml, 70 ml, 100 ml) ve 5 ml-lik 6l¢ti gasigi (35 ml tgtin - 4,2 ml-lik spris-dozator) iglik veraga ile birlikde karton qutuya
qablasdirilir.

Saxlanma soraiti

Quru toz hall edilmazdan avval 25 °C-dan yiiksak olmayan temperaturda, 6z qutusunda, quru ve usaglarin ali gatmayan yerda
saxlamagq lazimdir.

Hazirlanmis suspenziya soyuducuda (2-8 °C) saxlamaq va 7-10 giin arzinds istifade etmak lazimdir.

Rutubat hopdura bilar. Flakonun gapagi kip baglaniimalidir. Dondurucu kamerada saxlanmamalidir.

Yararlihq miiddati

3il.

Yararllig muddati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma sorti

Resept asasinda buraxilir.

Qeydiyyat sahibi

Deva Holding A. $.

Halkall Merkez Mah. Basin Ekspres Cad. Ne1

Kuigiikgekmece/istanbul/Tirkiys

Istehsalgi

Deva Holding A.$.

Cerkezkoy Organize Sanayi Bolgesi

Karaagag Mah., Atatiirk Cad. Ne 32

Kapakli/Tekirdag/Turkiya
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Co cmopoHbI UMMYHHOU cucmembl

oYyeHb pedKO: aHTUOHEBPOTUYECKWN OTeK, aHadunakcusi, CUHAPOM, MOAOGHbLIN CbIBOPOTOYHON GonesHu,
rMnepYyBCTBUTENbHbIN BACKYINT.

Co cmopoHbI HEPEHOU cucmeMbl

Heyacmo: rofloBOKpYXeHwe, rorioBHas 6onb;

oy4eHb pedko: obpaTumas rnepakTMBHOCTb, CyAOPOr; CyA0OPOrt MOTYT BO3HUKHYTh MPW HapyLUeHU yHKLUM NoYeK unu y
NaLMeHTOB, NMOMyYaloLLMX BbICOKUE [03bl.

Co cmopoHbI I Hou /

4Yacmo: anapes, TOLWHoTa, peoTa. TOLIHOTA Yalle BO3HUKaeT Npu NpueMe BbICOKUX A03. BbipaeHHOCTb XenyA04HO-KULLEYHbIX
CMMMNTOMOB MOXHO YMEHbLUUTb, MPUHUMAs Npenapat nepes npyemMom MLy,

HeyacTo: Avcrnencysi;

04YeHb pedKo: KONUT, aCCOLMMPOBAHHbIN C MPUEMOM aHTUBMOTUKOB (NCeBAOMEMOPaHO3HbIN KONWUT, reMopparnyeckuin KonuT),
MOXeT HabrofaTbCs M3MeHeHMe okpacky 3y6oB, KOTOPOE MOXKET GbIThb yAaneHo C MOMOLLbI0 3yGHOM LLETKU.

Al

Co cmopoHbI PHOU

Heyacmo: y nauueHToB, MpUHUMalOWKX GeTa-nakTamHble aHTUBMOTWKM, OTMeYanocb ymepeHHoe GeccumMnToMHoe
nosbileHne ypoBHs ACT n/unu AT, KnnHMYecKkast 3Ha4MMOCTb KOTOPOrO HEU3BECTHA;

o4yeHb pedKo: renaTUT W XorecTaThyeckasi XenTyxa, KOTopble MOryT HabrnopaTbCs Takke MpW WUCMOMb30BAHUM APYruX
NEHULIMIIIMHOB 1 LiehanocrnopyuHoB.

CUMMTOMbI CO CTOPOHbI MEYEHN Yallle BCTPEYAKTCH Y MYXUUH W MaLMEHTOB MOXMIOro BO3pacTa U MoryT BbiTb CBS3aHbI C
AnuTenbHbLIM NpYemMom npenapara. Y geteii NoAo6HbIe CUMMNTOMbI BCTPEYaKTCS 04eHb peiko. CUMNTOMbI BOBIIEUEHUS NeyeHn
06bI4HO Pa3BMBaIOTCS BO BPEMSi NTeYEHUS U BCKOPE MOCTe €ro OKOHYaHMs!, HO MHOTAA TOMbKO Yepes HECKOMbKO Heaernb nocne
oTMeHbl npenapata. OHW 0ObIYHO 0BpaTUMbI, XOTS  BbIBAlOT 3HAYUTENBHO BbipaXeHHbIMU. O4eHb PeaKo 3akaHyuBalTCs
netaneHo. MNogo6Hble cMMNTOMbI HAabMOAAKTCS B OCHOBHOM MPU TSXerbIX 3aboneBaHusX unv npu ogHOBPEMEHHOM NpuemMe ¢
npenapartamu, obnaaaoLLymMm NoTeHUManbHbIM renaToTokCU4YeckuM agpeKkTom.

Co cmopoHbI KOXU U MOGKOXKHOU Kemyamku

Heyacmo: KOXHasi CbiMb, 3y, KpanuBHULA;

pedko: MHOrodhopMHas apuTema;

oyeHb pedko: cuHApom CTuBeHca-[KOHCOHA, TOKCUYECKUW anupepmarnbHbli Hekponua, BynnesHbl akcdonMaTvBHbI
[1epMaTuT, OCTPbIV reHepan3oBaHHbI 3K3aHTEeMaTO3HbIN NyCTynes.

Mpy NOSIBNIEHUM KOXHBIX peakLuii NTeHeHne crieayeT NpekpaTuTb.

Co CMOpPOHbI MoYeK U MoYeablieodsWwux nymeu

pedko: rematypusi;

0Y4eHb PedKO: NHTEPCTULMATbHBIA HEPUT, KPUCTANNYPUS.

Coobuw 0nodosf HbIX MO6OYHbIX peaKyusx

CoobluyeHre o nogospuTenbHbIX MOBOYHbLIX peakuusix Nocne Toro, kak nekapcTBeHHbIM npenapat Obin 3aperecTpupoBaH,
MMeeT BaxHoe 3HayeHne. 3TO MO3BOMSET OCYLECTBATL ANUTENbHbIA KOHTPOMb COOTHOLLEHWS NOMb3a/PUCK NMPUMEHEHNs
1leKapCTBEHHOrO CPeACTBa.

[Npu nosieneHuu HexenamenbHbix 3ghghexmos obpawalimecs K epady.

Mepeno3supoBka

Mpv npumeHeHnn npenapata Knasepa™ BW[ ®dopte puck nepenosvpoBku HeBenvk. Mpu nepeno3vpoBke BO3MOXHO
NOSIBNIEHNE CUMIMTOMOB CO CTOPOHbI XeMNyO4HO-K/LLIEYHOTO TPaKTa U HapyLLeHe BOOHO-3MEeKTPONMTHOro 6anaHca. B Takux
cnyyasx HeobxoanMo NpoBOAUTL CUMNTOMaTMYeckoe nederme. Mpenapat Knasepa” BUI ®opTe MoxXeT BbiTh yaaneH ua
KPOBM C MOMOLLbIO remMonaniaa.

®opma Bbinycka

Knasepa B/ ®opte 400/57 Mr nOPOLLOK ANS NPUrOTOBNEHMS CyCrneHann, BO (oriakoHax.

1 dnakoH (35 mn, 70 mn, 100 mMn) 1 MepHas noxka 5 mn (4ns 35 Mn cycneHawu LWnpul-go3atop 4,2 M) B KOMMIeKTe ¢
VHCTPYKLWE MO MPUMEHEHMIO yNaKoBaHb! B KAPTOHHYH KOPOBKY.

Ycnosus xpaHeHus

MopoLlok nepep passegeHemM XpaHnTb Npu Temnepatype He Boilwe 25 °C, B OpUrMHanbHoOM ynakoBke, B CyXOM W HEJOCTYNHOM
Ans geTten mecre.

Mpwu ycnosum xpaHeHus B xonoaunbHuke (2-8 °C) NpuroToBneHHy CyCreH3nio MOXHO MCMonb3oBaTh B TeveHne 7-10 gHeit.
MoxeT nornowats Bnary. Kpbliluka donakoHa formkHa 6bITb NNOTHO yKynopeHa. He XpaHuTb B MOPO3UIbHIKE.

CpokrogHocTun

3roga.

He ucronbaoBaTh Nocne UCTEYEHMs! Cpoka FOAHOCTY.

YcnoBus oTnycka U3 antek

OTnyckaeTtcs no peLienTty.

Bnapeneu peructpauum

[asa XonguHr A. L.

Xankanbl Mepkes Max. BacbiH Okcnpecc [kaz. Ne1

Kiouykdekmexe/Ctambyn/Typuus

Mpoussoautens

[asa Xonaunxr A. LL.

Yepkeskoit OpraHuae CaHaiin benbrecu

Kapaarau Max., Atattopk [xaa. Ne32

Kanaknbl/Tekvppaar/Typuus

=]
™
<
>




